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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
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DETAILED ACTION 
Acknowledgement: The Amendment filed 1 1/12/04 is acknowledged. 

Claims 1-19 are pending; applicant presented only arguments; no changes in the claims were 
made. 

Claim Rejections-35 USC Sec. 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The relevant part of the factual inquiries set forth in Graham v. John Deere & Co., 383 
U.S. 1, 148 USPQ 459 (1966) that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and content of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue 

3. Resolving the level of ordinary skill in the pertinent art 

4. Considering objective evidence present in the application indicating obviousness or 
non-obviousness. 

Claims 1-19 remain rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lundgren et al (US 6, 127, 428) in view of Ladin et al (US 5, 792, 090) further in view of Kolta 
et al (US 6, 139, 876). 

Lundgren et al (Patent '428) disclose a method for increasing partial pressure of oxygen 
in tissues or organ by perfusion or agitation in medical situations or conditions such as 
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myocardial ischemia (abstract, col 3, lin 60; col 4, lin 30-35; col 8, lin 15-34; col 16, lin 20-30 
and col 21, lin 1-5). According to Lundgren et al, an increase in partial pressure of at least 5% 
over controls is achieved (col 21, lin 1-5 and table 3 at col 19). The method disclosed in Patent 
'428 achieves an increase in partial pressure of oxygen in tissues using microbubbles stabilized 
in protein coating and having size of about 3-6 microns (col col 10, lin 65 and col 7, lin 45-50) 
with oxygen entrapped therein (col 4, lin 45-60 and col 7, lin 55-65). 

Lundgren (Patent c 428) does not specifically disclose the use of the method for increasing 
partial pressure of oxygen in the or skin of humans in which there is a wound or burn or ulcer. 

Ladin et al (Patent '090) disclose a method of increasing the partial pressure or 
oxygenation of in human skin surface; e.g. wound infection caused by pathogens; burns; ulcers 
and scalds— abstract, col 4, lin 15-30; col 5, lin 25-30; and col 10, lin 20-50 and col 1 1, lin 35. 

Neither Lundgren nor Laden disclosed the relationship between wound infection, wound 
healing, the increase in partial pressure of oxygen and the reasons or motivation for such 
application of a composition that can cause such increased tissue oxygenation. 

Kolta et al (Patent 6 876) discloses would infection by aerobic bacteria and the effects of 
gelatin with oxygen contained therein on treatment (col 1, lin 30-45; col 2, lin 15-35). 
According to Kolta et al, the increased partial pressure of oxygen in the gel applied at the wound 
site facilitates healing of wound (col 3, lin 15-30; col 4, lin 60 and col 7, lin 1-5). 

One of ordinary skill in the art would have been motivated to make a composition 
suitable for delivery of oxygen to a would site in order to increase partial pressure of oxygen at 
the wound or burn site such as disclosed by Lundgren et al where microbubbles have been used 
to increase tissue oxygenation of sites or organs. By applying such composition in the form of 
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microbubbles or gel or lotion for delivery of oxygen to wound sites; one of ordinary skill would 
have expected to achieve increased tissue oxygenation and thereby facilitate the healing process 
at the wound or burn site as was achieved in the prior art (Patent c 876, example 1 at col 6 and 7). 
Therefore, the invention as a whole would have been prima facie obvious to one of ordinary skill 
at the time it was made. 

Response To Applicant: 
Applicant's remarks and arguments have been considered but were found unpersuasive and 
applicant's concerns are addressed as follows: 

Applicant argued that Lundgren is directed to increasing the oxygenation of internal 
tissues and organs in an individual systemically and Ladin and Kolta are directed to application 
of oxygenation to permit wound healing on a person's skin and in view of that one of ordinary 
skill attempting to increase the partial pressure of oxygen in an organ would not look to 
technologies directed to treatment of skin. 

In response, the American Heritage Dictionary, 1982 ed. defines "epithelium" as— 
"membranous tissue, usually in a single layer, composed of closely arranged cells separated by 
very little intracellular substance and forming a covering of most internal surfaces and organs 
and the outer surface of an animal body. Thus, to one of ordinary skill in the art applying this 
dictionary definition as a guide, "sub-epithelium" means below the epithelium — and this 
includes below the surface of tissue or organ, eg. wounds, bedsores, burn and ulcers as claimed 
by applicant. In this respect, Lundgren' s invention is pertinent because Lundgren disclosed the 
use of microbubbles for increasing the partial pressure of oxygen of tissues (col 7, lin 29, 59;col 
15, lin 5-10, lin 40). Therefore, contrary to applicant's assertions, one of ordinary skill desiring 
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to increase oxygenation of subepithelial tissues like kin trauma (wound, sore, etc) and burns 
would look to Lundgrens's disclosure for guidance. 

Applicant argued that instant claims are distinguished from the prior art because 
according to applicant, even if there was proper motivation to combine the Lundgren, Ladkin and 
Kolta references used by the examiner, that none of the references disclosed the use of partial 
pressure of oxygen needed to achieve the claimed partial pressure needed to achieve a 
subepithelial partial oxygen pressure increase of 30-120% above baseline equivalent to 30-120% 
as claimed by applicant. 

In response, while Lundren may not have disclosed the exact ranges of 
subepithelial partial pressure increase, nonetheless nature of problem to be solved by applicant's 
claimed invention is the same as that disclosed by Lundgren referenced and applicant is 
uptimizing the ranges to achieve the same utility — I.e achieving superoxygenation or 
hyperoxygenation necessary for minimizing hypoxia, wound healing, etc. As previously 
explained, one of ordinary skill in the art would have been motivated to make a composition 
suitable for delivery of oxygen to a would site in order to increase partial pressure of oxygen at 
the wound or burn site such as disclosed by Lundgren et al where microbubbles have been used 
to increase tissue oxygenation of sites or organs. By applying such composition in the form of 
microbubbles or gel or lotion for delivery of oxygen to wound sites; one of ordinary skill would 
have expected to achieve increased tissue oxygenation and thereby facilitate the healing process 
at the wound or burn site as was achieved in the prior art (Patent ' 876, example 1 at col 6 and 7). 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Because applicant's argument regarding the rejection of claims based upon the judicially 
created doctrine of double patenting is deemed unpersuasive, the rejection is maintained for the 
record in this office action despite the fact that applicant has filed for a terminal disclaimer. 

Claims 1, 2, 3, 4, 5, 6, 7, 1 1, and 12 remain rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 17, 18, 19, 20, 21, 22, 
23, 25 and 26 of US Patent No. 6, 649,145. 

Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the scope of the claims in the instant application, similar to those cited for the 
copending application, are drawn to a (a) a method of increasing tissue oxygenation in 
mammalian tissues such as skin tissue in man (b) the scope of the claims in the instant 
application, similar to those in the Patent '145 covers mammalian tissues in disease or in a 
medical condition such as in wounds, burns and ulcers (c) the claims in the instant application, 
similar to that in Patent 6 145 is directed toward increasing oxygenation in the tissues in order to 
overcome bacterial infection in the diseased tissues caused by anaerobic bacteria (d) a 
superoxygenated composition is used to increase oxygenation in the tissues in both the instant 
claims and the claims in Patent' 145. 
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THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of 
the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Retford Berko whose telephone number is 571-272-0590. The 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page, can be reached on 571-272-0602. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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